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The present invention provides a clear stable ophthalmic composition comprising 
(a) an anti-infective agent; (b) a steroidal anti-inflammatory agent; (c) 
a complexing agent capable of forming an 
inclusion complex and (d) other pharmaceutical^ 

acceptable excipients in a liquid vehicle such that the composition is free of 
any other complexation enhancing polymer and such composition when 
stored at room temperature for one year does not show any precipitation over 
the storage 

period. A composition contained ciprof loxacin-HCl, dexamethasone, mannitol, 
hydroxypropyl p- cyclodextrin, di-Na edetate, benzalkonium 
chloride solution, and water for injection. 
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The invention provides a composition containing particulate composite of a 
polymer with a formula of adamantyl- (CH2 ) n-Ja-PEGx-Lb- ( functional 
group)y wherein J is NH, C (O) NH (CH2 ) d, NHC (O) (CH2 ) d, XH2SS, 
C02, (CH2)eOP(0) [O (CH2 ) e-adamantyl ] O, peptide, polypeptide, 

NH(CO)CHRlNH(CO)CHRlNH; Rl is (CH2)aC02H, (CH2)aCONH2; PEG is 0(CH2CH20)z; 

where z is 2-500; L is H, NH2, NH (CO) (CH2 ) e (CO) CH2 , S02CH:CH2, SS, C02, 

carbohydrate residue; a is 0-1, b is 0-1; d is 0-6; e is 1-6; yr is 0-1, x 

is 0-1, and a therapeutic agent. The composition also contains a 

complexing agent. The polymer interacts with 

the complexing agent in a host-guest or a guest-host 

interaction to form an inclusion complex. A 

therapeutic composition of the invention may be used to deliver the therapeutic 
agent and to treat various disorders. Both the polymer of the 
particulate composite and the complexing agent may be 

used to introduce functionality into the therapeutic composition The invention 
also relates to a method of preparing a composition' The method combines a 
therapeutic agent, a polymer having host or guest functionality, 
and a complexing agent having guest or host 

functionality to form the therapeutic composition The complexing 
agent forms an inclusion complex with the 

polymer. The invention also relates to a method of delivering a 
therapeutic agent. According to the method, a therapeutically effective 
amount of a therapeutic composition of the invention is administered to a 
mammal 

(e.g. human or animal) in recognized need of the therapeutic. 
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AB The invention relates to a method for the production of polymers of 

cyclodextrin and/or cyclodextrin derivs . , characterized 

by the following operations: preparation in a solid state of a mixture of 
cyclodextrin and/or cyclodextrin derivative (s ) and/or 
inclusion complex (es) of cyclodextrin and/or 

cyclodextrin derivs. and/or a polycarboxylic acid anhydride or a 
mixture of polycarboxylic acids and/or polycarboxylic acid anhydrides and 
optionally a catalyst; heating of said solid mixture to a temperature of 
between 

100-200° during a period of 1-60 min, preferably a period that is 
substantially the same as or equal to 30 min. A typical polymer 
was manufactured by evaporating 25 mL solution containing p- cyclodextrin 
100, citric acid 100, and Na hydrogen phosphate 30 g/L under vacuum at 
90° and heating the residue 30 min at 170°. 
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AB Pharmaceutical compns . for oral administration are provided which contain 
inclusion complexes and are characterized by rapid release of the 
active ingredient. These compns. require no use of liqs . for 
administration; the saliva present in the oral cavity is adequate for 
dissoln. of the active ingredient. The formulations are particularly 
useful for increasing the bioavailability of active ingredients which are 
insol. or slightly soluble in water, especially in cases requiring a rapid 
therapeutic response, and for increasing patient compliance. The 
complexing agent is a water-soluble agent such as 
cyclodextrin, a hydrophilic linear polymer such as PVP 
or a cellulose derivative, or a crosslinked polymer which swells on 
contact with water. The compns. may take the form of rapidly 
disintegrating tablets, .chewable tablets, effervescent tablets, chewing 
gum, or lyophilized tablets. Thus, a solution of 12 g nimesulide in 80 mL 
0.5M NaOH was mixed with a suspension of 97 g p- cyclodextrin 
in 1200 mL distilled water, the pH was adjusted to 8.5, and the mixture was 
lyophilized. The resulting complex 800 was mixed with xylitol 390, 
crosslinked PVP 80, AcDiSol 800, Mg stearate 10, Glycamil (licorice 
flavoring) 20, lemon flavoring 10, and aspartame 10 g in a V mixer and 
pressed into 1400-mg tablets. 
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